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ACr ony ms

CPRI TOs
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ASO
AUP
CARS
CEO
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COl
CPO
CPRIT
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IACUC
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Authorized Signing Official
Agreed-Upon Procedures
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CPRIT Grants Management System
Certified Public Accountant
Chief Product Development Officer
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Chief Prevention Officer
Cancer Prevention and Research Institute of Texas
Company Representative
Chief Scientific Officer
Federal Insurance Contributions Act
Federal Indirect Cost Rate
Financial Status Report
Generally Accepted Accounting Principles
General Dynamics Information Technology
Historically Underutilized Business
Institutional Animal Care and Use Committee
Institutional Review Board
No Cost Extension
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Program Director

Product Development Review Council
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Acronyms

CPRI'Téos Commonly Used Acronyms

Pl Principal Investigator

PIC Program Integration Committee

PRC Prevention Review Council

RFA Request for Application

SRC Scientific Review Council

TA Technical Assistance
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TXGMS Texas Grant Management Standards

TPIA Texas Public Information Act
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1.1 Introduction

Texas voters approved an amendment to the Texas Constitution in 2007 that establishes the
Cancer Prevention and Resear ch Inbtiutsdt)i tauntde porfo v edxeass

CPRIT is responsible to the Texas Legislature and to Texans to coseffectively carry out its
mission to expedite discoveries and innovations across Texas to reduce the burdens of cancer.
In doing so, CPRIT actswith the highest standards of ethics, accountability, transparency, and
excellence. CPRIT is charged by the Texas Legislature to:

1 Create and expedite innovation in the area of cancer research, thereby enhancing the
potential for a medical or scientific b reakthrough in the prevention of cancer and cures
for cancer;

1 Attract, create, or expand research capabilities of public or private institutions of higher
education and other public or private entities that will promote a substantial increase in
cancer resarch and in the creation of high-quality new jobs in this State; and
development and coordination of effective and efficient statewide public and private
policies, programs, and services related to cancer and by encouraging cooperative,
comprehensive, and complementary planning among the public, private, and volunteer

& Tex. Health & Safety Code 8§ 102.002 TAC § 701.1

1.2 Purpose

The Policies and Procedures Guideis made available for individuals and organizations
interested in the CPRIT cancer research and prevention funding award program. It provides the
framework for the review, award, implementation, and monitoring of CPRIT -funded research
and prevention grant awards, as well as information on the rules and requirements that
applicants and recipients of CPRIT grant awards must follow.
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1.3 Relationship between Policies and Proce dures Guide and
Other Applicable Requirements

The Policies and Procedures Guideis intended to address major issues in the application and

award processas well as grant management however, these guidelines are not altinclusive. A

701-703) and the award contract. When possible, the administrative rule(s) applicable to a

policy or procedure is noted in the Policies and Procedures Guide CPRI T6s statut e,
Health & Safety Code Chapter 102, and administrative rules are availableonCP RI T6s websit e.

CPRI T6s administrative rul es, statut e,

regulation or rule override the Policies and Procedures Guide.

If a conflict exists between a policy describedherein and a state regulation, administrative rule,
or contract provision, then the provisions of the applicable state regulation, administrative rule,
or contract provision prevail. When specific guidance has not been developed, CPRIT relies
upon the Texas Grant Management Standards (TxGMS), which replaced the Uniform Grant
Managements Standards (UGMS) in December 2021

1.4 How to Use and Navigate the Policies and Procedures Guide

To search for and locate a specific word or term within the Policies and Procedures Guide, use
AfnCt+tFld0 on acCcB@mamrd on a Mac.

There are different types of hyperlinks throughout the Policies and Procedures Guide that allow
a reader to quickly navigate to adifferent part of the Guide or to a website with relevant
information :

1 A roval blue hyperlink will direct the reader to a website or email address outside of the
Policies and Procedures Guide;

9 Aqgreen , bold hyperlink  will direct the readerto a different section within the Policies
and Procedures Guide; and

Policies and Procedures Guide.
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Many of the sections within the Guide include hyperlinksto CPRI Tés admini strative
and/or statute. These referencesare designatedwith a i& 0symbol followed by a blue hyperlink
to the applicable rule or statutory language.

1.5 Update Policy

CPRIT will review the Policies and Procedures Guideat least annually. The information in this
document may be revised to address changes in state ordderal statutes, regulations, or policies
adopted subsequent to its effective date. Questions regarding thePolicies and Procedures Guide
may be directed to cpritpolicyguide @cprit.texas.gov.

CPRIT maintains a list of substantive changes made to thePolicies and Procedures Guide in the

Version Control  section of this document. To receive updates about thePolicies and

Procedures Guide s ubscri be to the | i sSignbpefor 0w Ndwsletterd i c ki ng o
link at the bottom of the CPRIT homepage.
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2.1 Overview

Cancer research and prevention proposals are accepted for review in accordance with the

specific to the grant award type, including eligibility requirements, funding limits, and special

review considerations, if any. All applications must be submitted via CPRIT
In order to avoid influencing the review process, CPRIT observes a strict restriction on

Members that play a role in recommending or approving an application for a grant awa rd.

2.2 Request for Applications (RFA )

The initial step in the CPRIT funding cycle is the release of a Request for Applications (RFA.
The RFA includes important information about submitting a Grant Application to CPRIT,
including applicable deadlines, eligibility, grant award requirements, evaluation criteria, review
timeline, and special considerations related to the grant award. If the grant mechanism requires
that a principal investigator, co -principal inves tigator, or any other key personnel commit to
minimum levels of effort, the minimum level of effort will be stated in the RFA.

Certain issues related to CPRITO6s grant ap

applicants should always corsult the RFA.

CPRI'T publishes all open RFAp@EyfooFundingds. p ulbn iacd dvetbisar
the RFA, a set of instructions may be provided with technical guidance on completing the on-
line application. Modifications to an RFA will be availablet h r o u g Apply for Eunding 6

page.

The release of a new RFA is announced by an email notice distributed to thesubscribers of

CPRI'T6s electronic mailing Iist. I f any substant
initial release, notifications will be made by list serve. Potential applicants may sign up to

receive email notices about RFA releases by visith g  tAppdy foilFundingd page on CPRI TH
website and following the instructions to sign up to receive new funding opportunity

announcements.

& TAC § 703.3(a}(b)
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2.3 Organization as Grant Applicant
A CPRIT grant is made toan organization, not an individual. The applicant organization is

legally accountable for the accuracy of the application, the performance of the grant award, and
expenditure of funds.

& TAC §701.3(30)

2.4 Eligibility

General guidelines regarding eligibility are described in this section. Be aware that additional

Applicants should consult the applicable RFA for explicit guidance on eligibility
requirements.

Submission via designated portal - Applications must be submitted via the designated
electronic portal in order to be eligible for consideration of a grant award. For more information,
see section CPRIT Application Receipt System (CARS)

Submitting more than one application - An applicant should consult the RFA to determine

mechanisms in the same review cycle. An applicant is eligible only for the grant mechanism
specified by the RFA under which the application is submitted. This means that CPRIT will not
award a grant for a grant application that does not match the grant mechanism in the RFA.

Donations to CPRIT make applicant ineligible for CPRIT award - An applicant that
has donated money to CPRIT or to a foundation created to support CPRIT on or after June 14,
2013 is not_eligible for a CPRIT grant award. During the application process, the applicant
must certify that it has not made a donation to CPRIT or a supporting foundation. For purposes

|l isted on the application as well as the entityods
or more of these individuals within the second degree of consanguinity or affinity) is considered

the applicant. At this time, CPRIT is unaware of any foundation created to support CPRIT. The

agency maintains a list of donations made directly to CPRIT on its website.
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Grantees must be in Texas doing work in Texas - CPRIT grants may be awarded only to
institutions, organizations and companies in Texas.

Applications submitted by out -of-state applicants are not eligible, except fa applications in
response to certain grant mechanisms that are designed to recruit exceptional researchers or
companies working on promising cancer treatments to relocate to Texas. For those grant
mechanisms, the applicant (or recruitment candidate) may be outside of the state of Texas when
the application is submitted and reviewed. However, the applicant is required to demonstrate
that they will relocate to Texas as a condition of receiving a CPRIT grant award.

To meet the Texas location requirement, a Grant Applicant for a Product Development Research
Grant Award must meet at least four of the following seven criteria: The U.S. headquarters is
physically located in Texas; The Chief Executive Officer resides in Texas; A majority of the
company's persomel, including at least two other C-level employees (or equivalent) reside in
Texas; Manufacturing activities take place in Texas; At least 90% of Grant Award funds are paid
to individuals and entities in Texas, including salaries and personnel costs for employees and
contractors; At least one clinical trial site in Texas; and collaboration with a medical research
organization in Texas, including a public or private institution of higher education.

The Grant Contract will detail which location criteria wi Il be fulfilled by the grantee.
Subsequently, CPRIT will send and the grantee will complete an annual attestation documenting
which Texas location criteria the grantee fulfills . As part of the attestation, the grantee will
provide CPRIT with documentation demonstrating its compliance with the location criteria.

CPRI'T6s CEO and a grantee may agree to alternatiyv
presented to the Oversight Committee at an open meeting. The alternative location criteria will
be approvedunless a simple majority of Oversight Committee members votes to reject.

& TAC §701.19

Although grantees must be working in Texas, CPRIT permits grantees to use some grant funds
to purchase goods and services out of state. For more information see sectionCollaborations
with Out of State Entities

Applicants with a history of grants terminated for cause or barred from receiving state or federal
grants may affect CPRIT eligibility - Applicants must report whether the entity or individuals
expected to conduct the work of the proposed grant award, including collaborators or
contractors, are currently debarred, suspended, proposed for debarment, declared ineligible, or
otherwise excluded from participation in grant awards by any federal or state department or
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agency. An application submitted by an entity or personnel that are debarred, suspended, and
ineligible or otherwise excluded from participation in federal or state grant award is not eligible
to receive a CPRIT grant.

Applicants must also report whether the individuals expected to conduct the work of proposed
grant award had a grant terminated for cause by a federal or state department or agency within
five years prior to the submission date of the grant application. This applies to the Principal
Investigator, Program Director, or Company Representative, as well as otherindividuals who
contribute to the execution of the proposed grant award in a substantive, measurable way,
whether or not those individuals are slated to receive salary or compensation under the grant
award. Termination for cause is not an automatic bar to consideration for a CPRIT award, but
the status may be taken into account by the reviewers evaluating the CPRIT grant application.

& TAC § 703.3(d), (9). (h). (j)

2.5 Collaborations with Out of State Entities

CPRIT encourages collaborations, and collaborators are not required to reside in Texas.
However, collaborators and collaborating organizations not located in Texas arenot_eligible to
receive CPRIT funds.

2.6 CPRIT Application Receipt System (CARS )

Use of the electronic system to submit an application is required - All applicants must
use CPRITb6s designat ed awwp.kpritgrants.org to electyonidally m |
submit applications to CPRIT. Below is a screenshot of the login page for CARS.

Figure 1: CPRIT Application Receipt System (CARS Homepage

,.-"_,.\,-". CANCER PREVENTION & RESEARCH e
INSTITUTE OF TEXAS

Login | Register | Current Funding Opportunities

Welcome to the Cancer Prevention and Research Institute of Texas Application Receipt System

Sign In | Register

signIn
™ CPRIT Appic
vour

= AWARD MECHANISMS ACCEPTING APPLICATIONS:

of First-Time, Tenure - Track Faculty Membsrs (RFT)
RS)

stigators (REI)

20, 2020

PRIT-Funded Cancer Contral Intssventions (DI)

sceipt period:
019 - June 2, 2020
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Create an account - An applicant must create a user account in CARS before an application
may be submitted. Applicants should allow enough time ahead of a submissiondeadline to
create user accounts.

Designate an Authorized Signing Official - As part of the registration process, an

applicant is required to designate an individual at the institution or organization with the

authority to approve the submission of the grant application. This person is considered the
fAuthorized Signing Official (ASO. 0 Generally, the ASO is not the
Investigator/Program Director/Company Representative; however, there may be instances

where one individual fulfills both roles. For more information, please see section, Auth orized

Signing Official (ASO)

& TAC 8§ 701.25, 703.3(q)

2.7 Authorized Signing Official

The ASO, including the alternate ASO, is the designated representative of the applicant
organi zation with the authority to act on the org
application for and administration of a CPRIT grant award.

By signing the application, the ASO certifies that the applicant organization:

1 Complies with all applicable federal and state laws and regulations and that all eligibility
requirements have been satisfied; and

1 Will assume the obligations imposed by applicable state and federal laws ad other
terms and conditions of the grant award, including any assurances, if a CPRIT grant
award is made. These responsibilities include accountability both for the appropriate
use of grant funds and the performance of the CPRIT-supported program or activities as
specified in the approved application.

& TAC 8§ 701.3(6), 701.25

2.8 Submission Deadline and Late Submissions

CARS blocks applications from being submitted to CPRIT once the deadline stated in the RFA
has passed. Deadlines are set by CPRIT to provide potential applicants at least 30 days from the
release date of the RFA to complete the application. Applicants shoud allow sufficient time to
familiarize themselves with the application format and instructions to avoid unexpected issues.
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The submission deadline for each mechanism is stated in the applicable RFA.

Late submissions only in exceptional cases - CPRIT permits late submissions only in
exceptional i nstances, usually for technology f ai
is not sufficient grounds to justify approval of a late submission.

Requesting an extension of t he submission deadline - If an applicant has an issue that
prevents the applicant from submitting the application when it is due, the applicant may request
to extend the submission deadline for good cause. Because the consideration of the submitted
requests and the re-opening of the portal (if approved) occur shortly after CARS closes (usually
within 24 7 72 hours), any request to extend the deadline should be submitted immediately
after CARS closes. The request should be made to the CPRIT Helpdesk, whicts managed by

Approval/notification to extend the submission deadline - The Chief Praogram Officer
considers any requests to extend the submission deadline and may approve submission of a late
filing for good cause. When a request to extend the submission deadline is approved, the
applicant is notified and CARS is reopened for a brief period i usually two to three hours i

shortly after the due date for the applicant to complete the submission.

Late submissions address technical issues, not substantive issues Allowances for late
submissions are not designed to provide the applicant additional time to complete the substance
of the application. Potential applicants that are unable to meet the deadline due to issues such
as travel, sabbaticals, conferences, prolonged iliness, or other leave should not request
additional time to submit an application but should instead consider submitting the application
in the next review cycle.

& TAC §703.3(q)

2.9 ldentification of Sources of Funding

An applicant must identify by name all sources of funding contributing to the grant award
proposed for CPRIT funding. Product Development Research grant applications should include
a comprehensive capitalization table that reflects all parties who have aninvestment, stock or
rights in the company. The information will be made available to reviewers for purposes of
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identifying potential conflicts of interest prior to reviewing or taking action on the grant
application.

& TAC § 703.3(i)

2.10 Resubmitted Applications Previously Reviewed by CPRIT

CPRIT reserves the right to limit the number of times an application may be resubmitted for
grant award consideration. The RFA will state the resubmission guidelines, including specific
instructions for resubmissions. Applicants who choose to resubmit should consider the reasons
for lack of prior success. All resubmitted applications must conform to the structure and
guidelines outlined in the RFA.

Applications that received overall numerical scores of 5 or greater are likely to need

considerable attention.

What is considered a resubmission? An application is considered a resubmission if the
proposed project is substantially the same project as originally submitted in a previous review

applicant or the Principal Investigator/Program Director /Company Representative or a change
to the title of the project does not constitute a new application. If the applicant has a question
about whether CPRIT considers an application to be a resubmission, the applicant should
contact CPRIT program staff.

Are previously withdrawn applications considered submissions? An application that
was aiginally submitted to CPRIT in a previous review cycle but was administratively
withdrawn from review, either by CPRIT or at the request of the applicant prior to undergoing
peer review, is not considered a resubmission.

Resubmissions should be carefully considered A resubmitted application should be
carefully reconstructed; a simple revision of the prior application with editorial or technical
changes is not sufficient. Addressing previous critiques in the resubmission is advisable;
however, it does not guarantee the success of the resubmission.

Undesignated resubmissions may be withdrawn from further consideration -An
application that should have been designated as a resubmission but was not may be withdrawn
from consideration. In the event of a disagreement between the applicant and CPRIT regarding
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whether an application is sufficiently similar to a previously submitted application to be
considered a resubmissi on, CPRI Tos determinati on

2.11 Institutional Limits on the Number of Applications
submitted to an Entity

CPRIT reserves the right to limit the number of applications submitted by an entity for a
particular grant mechanism. Institutional limits are used to ensure timely and high -quality
review when a large number of submissions are anticipated.

Institutional limits stated in RFA - Any institutional limits set for a particular grant
mechanism will be specifically stated in the RFA.

Applications exceeding limit will not be reviewed - Institutions are encouraged to
initiate an internal review process and only authorize submission of the appropriate number of
applications that are responsive to the RFA. Applications exceeding the institutional limit will
not be reviewed.

2.12 Competitive Renewals

CPRIT reserves the right to authorize competitive renewals for particular grant mechanisms.
The RFA will state whether grantees that have previously received CPRIT grant funding may
submit applications for competitive renewal under the RFA.

Demonstrate progress made- The applicant should be able to demonstrate their progress on the
initial CPRIT funded grant award.

Timing of renewals - The applicant should time the submission of the renewal application so
that the new contract execution date for the grant award comes after the contract expiration
date of the initial CPRIT award; any overlap in funding should be avoided.

Consult with CPRIT - Prior to submitting a competitive renewal application, applicants should
consult with CPRIT program staff to determine whether it is the appropriate time to apply for
renewal consideration. The determination will be based upon the amount of original grant
funds left to be expended and anticipated completion of the scope of work, as well as other
factors specific to the grant award.
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2.13 Questions During the Application Process

CPRI T 06 deskpmvides support to applicants regarding user registration and online
submission of applications. A grant applicant may contact the Helpdesk via phone during
business hours or by email Help@CPRITGrants.org) at any time. Questions submitted via e-
mail will be answered within one business day.

Helpdesk staff are not in a position to answer questions regarding programmatic, scientific and
commercialization aspects of applications. Questions regarding the CPRIT Program, including
guestions regarding substantive elements of the application, should be directed to the
appropriate CPRIT Program Manager.

Note : A grantee should not contact the CPRIT Chief Program Officer about substantive
guestions related to the application. For more information on the prohibition against

communicating with a Chief Program Officer when applications are being accepted by CPRIT,
see section Restriction on Communication

2.14 Restriction on Communication

Communication regarding the substance of a pending application is prohibited between the

applicant (including someone on the applicantés b
Qversight Committee Member, a Program Integration Committee_member, a Review. Panel
member, or a Review Councilme mb e r Pl C me mb e Clief BExecwatiVewdieer CPRI TO6 s

Services. CPRIT6s CEO may -byecaselmsist Ang waiversiittbei ct i on o
publicly available.

Restriction begins when the CARS system is opened for submission of applications

to CPRIT - The prohibition on communication begins on the first day that grant applications
for the particular grant mechanism may be submitted and extends until t he grant applicant
receives notice regarding a final decision on the grant application.

The restriction on communication begins the first day that any applications are accepted for

the review cycle, even if the applicant has not yet submitted anapplication.
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The application may be withdrawn from further consideration for serious
violations - Intentional, serious, or frequent violations of this rule may result in the
disqualification of the grant applicant from further consideration for a gr ant award.

& TAC § 702.19(a)i _(c), (e)

2.14.1 Exception Relatedt o Product Development Due Diligence Review

The Product Development Review Council Chairperson may assigna peer review member to
participate in the due diligence interview during business and operations due diligence of
product development research grantapplications. The assignedpeer review member and grant
applicant may communicate directly with each other during the course of the due diligence
interview without violating the general restriction on communication. This exception applies to
all applicants that participate in due diligence review.

& TAC §702.19(b)(3)

2.15 Product Development Research Application Review Fee

CPRIT reserves the right to assess an application reviewee for Product Development company
applications to offset the additional costs of the Product Development company application
review process. The RFA will state the amount of the review fee.

Paying the review fee - Payment of the review fee should be male by check or money order
payable to CPRIT; electronic and credit card payments are not acceptable. The application ID
and the name of the submitter must be indicated on the payment.

Deadline to pay review fee - Unless a request to submit the fee afterthe deadline has been
approved by CPRIT, CPRIT may administratively withdraw an application if the application
review fee is not received by CPRIT within seven business days of the application submission
deadline.

& TAC 8§ 703.3(k)

Refund of review fee i A grant applicant may request a refund of the grant application fee if
the application is withdrawn from the grant review process prior to evaluation by the peer
review panel.
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The refund request must be sent via email to the Chief Product Development Officer and
Program Manager for Product Development and include a justification for a refund. The request
should be submitted within 14 business days of the application withdrawing from review.
CPRI'TO6s decision whether to refund a review

& TAC 8§ 703.3(k)(4)

2.16 Confidential Information and the Texas Public Information
Act

CPRIT is a state agency and is subject to the Texas Pubic Information Act (TPIA) Tex. Govt.
Code § 552.101et seq). The TPIA gives the public the right to request access to government
information, including information held by a government agency that was created by a third
party. Although the TPIA makes most government information available to the public, the TPIA

State law designates some information as public information, meaning that the following
information will always be disclosed upon a TPIA request (and may be made publicly available
even without a request).

2.16.1 Information that CPRIT Must Provide Upon R equest

CPRIT must provide the following information upon request:

Theappli cantds name and address;
The amount of grant funding applied for;

The type of cancer to be addressed by the grant application;

=A =4 =4 =

A high-level summary of the grant application specifically created to be publicly
disclosed; and

1 Any other third -party information that the third -party consents to disclose

For all other information submitted by applicants, CPRIT undertakes reasonable efforts to
protect the actual or potential value of information from unauthorized public disclosure. For
more information, see section Confidentiality and Nondisclosure
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2.16.2 Information Considered Confidential

Consistent wit hTeiRRlth & Sadety €dda § 102.262 afd the TPIA, the
followi ng information is confidential:

T I'nformation that relates to an applicantds pro
potential for being sold, traded, or licensed for a fee, including the application or use of
such product, device, or process;

1 All technological or scientific information developed in whole or in part by the applicant
that has the potential for being sold, traded, or licensed for a fee;

1 All information that relates to the plans, specifications, blueprints, and designs,
including related propr ietary information, of a scientific research and development
facility;
1 Written comments made by peer reviewers that reveals, directly or indirectly,
information relating to the applicantés produc
for being sold, traded, or licensed for a fee, including the application or use of such
product, device, or process; and

91 Information included in the business operations and management due diligence and
intellectual property reviews that reveals, directly or indirect ly, information relating to
the applicantds product, device, or process th
licensed for a fee.

CPRIT considers that a product, device, or process and the technological or scientific
information described in t he application has the potential for being sold, traded, or licensed for
a fee unless the applicant informs CPRIT that no economic potential exists.

The confidential nature of the information submitted by the applicant is not dependent upon
whether the inf ormation is patentable or capable of being registered under copyright or
trademark laws.

The Office of the Attorney General of Texas makes the final determination of whether third -

party information held by CPRIT must be disclosed in response to a TPIA request.
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2.16.3 CPRIT will Notify the Applicant if a Request is Made for Information
in the Application

Consistent with statutory requirements, if CPRIT receives a public information request that may
require potenti al public disclosure of the applic
the entity so that the applicant or grantee has the opportunity t o br i ef the Attorney
Office regarding the confidential nature of the information. No information that may be

considered confidential will be disclosed until the Attorney General issues a decision.

& TAC §701.29

h . h s  CP RterfabPs olicies for Handling Confidential
Information

CPRIT takes the security of sensitive and confidential information very seriously. Each CPRIT

employee signs a nondisclosure agreement that prohibits employees from disclosing,

reproducing, or using documents with sensitive or confidential information that employeesmay

be privy to in the course of their work for any purpose but what is necessary to perform their

jobs. Furthermore, CPRIT employees must use their encrypted CPRIT-issued computers to

review grantinformat i on. I n CPRI T6és internal telework agree
certify that they will not download documents with sensitive or confidential information onto

non-agency computers or other devices or print out these documents. They also certify that they

will protect the confidentiality of these documents while reviewing them on their computer.
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3.1 Overview

CPRIT relies upon a multi-stage review procesghat incorporates peer review conducted by
outside experts as well as programmatic review an
funding priorities.

The decision to recommend a grant application for funding is based upon the sufficiency, merit,

CPRI ' T6s peer review and programmatic review proce

on one or more applications recommended for grant awards. Generally, a decision to defer an
award recommendation until a future meeting is made because of budgetary concerns. An
award decision must be acted upon by the end of the fiscal year (August 31) in which it was
recommended by the Review Council. Deferred applications that have not been approved by
August 31 will be considered not recommended for a grant award.

To minimize the potential for conflicts of interest in the review process, all research and

prevention peer reviewers live and work outside of the state.

At each step in the review process, the reviewers
move forward to the next review stage isfinal .

& TAC 88§ 703.5,703.6, 703.7, 703.8, 703.9

3.2 Finality of Grant Review Process

Grant applicants deserve a fair review unaffected
RFAs specify the review criteria; applicants rece
documents steps taken toconsistently follow the appropriate review process for every

of reviewers one cycle is not guaranteed to be met with the same level of enthusiasm in another

cycle.
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The number of proposals CPRIT receives each year far exceeds the available funding for
preventionandresear ch awar ds. For many of CPRI T6s grant m
applicants is less than 20 percent.

As a condition of submitting an application to CPRIT for review, the applicant accepts that the
only basis for r econs edbsierrregarding the apdlicatofi®RanTdéds f i nal d

Conflicts of Interest
& TAC §703.9

3.3 Administrative Compliance Review

Applications undergo an administrative compliance review to ensure the accurate and complete

submission of all components of a grant application required by the RFA. Applications are

checked for compliance against t heementsélstedintreechani s
RFA.

& TAC 8§ 703.3(d), (f). (9). (h)(1). (). (). (k) , 703.6(a)

3.4 Peer Review Participant S

Experts, scientists, and Patient Advocates are provisionally appointed to the Peer Review Panel
reviewpanelby CPRI Tbs Chief Execut i v@verSightftCononittee. and appr
CPRI' T6s statue refers to peer review panels as @S
committees. To minimize the potential for conflicts of interest, all reviewers live and work

outside of Texas unless a special need justifies ugg a Texas resident. A current list of members

by panel is availableonCP R Tds .website

& TAC §703.5(a)

3.4.1 Review Panel Chairperson

The chairperson oversees the review panel, works closely with the grants administrator staff on

pre-meeting activities, presides at the panel meeting, and provides leadership in moderating and
guiding panel members in their deliberations. The chairperson plays a key role in ensuring that
each proposal receives a fair review based on its merit and on the review criteria and that the
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meeting proceeds expeditiously. Generally, the chairperson does not vote on individual
applications.

& TAC § 703.6(c)

3.4.2 Expert/Scientist Reviewers

Each review panel is comprised of distinguished reviewers. Reviewers are assigned to panels in

their area of expertise. The Prevention and Product Development Research programs use the

term fiexpert reviewer, 0 whil e t hteerAnt afidsecmiecn tResste ar
revi ewer . 0 These reviewers are | eaders in their
gualifications, including publications, patents, funding awards, honors, and significant

achievements within their respective disciplines.

& TAC §703.5

3.4.3 Advocate Reviewers

At least one advocate revieweris appointed to each Peer Review Panel to specifically represent

the interests of cancer patients. Advocate reviewers keep theneeds of the patient and the

community at the forefront of expert/scientist re
human dimension of the disease. This results in increased awareness of the importance of

cancer prevention and research and a stronge relationship among the scientific, public health,

and advocate communities.

CPRIT selects trained patient advocates on the basis of their patient advocacy and survivorship

experience. Advocate reviewers are full voting members of a committee and assesthe

significance and impact of a grant award as well as provide an overall evaluation. Their
participation, I|ike al/l participants of CPRI Tb&s r
interest policies. For more information, see section, Reviewer Conflicts of Interest . A list of

advocate reviewersis availableonCPRI T6s . websi t e

& TAC § 703.5(]

3.4.4 Non -Participating Observers at Peer Review Meetings

Only the Chairperson and reviewers participate in the substantive discussion of applications and
decision making at the peer review meetings. Although they do not participate in the
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substantive discussion or decision making, other individuals may attend the peer review
meeting to provide assistance and observe the meeting.

3.4.4.1 CPRIT and Grants Management Staff

The Chief Program Officer and Program Manager attend the peer review meetings. Other
CPRIT program staff or Oversight Committee members may also attend peer review meetings to
observe the review process. CPRIT program staff does not participate in the décussion,
deliberation, scoring, or vote on any grant applications. They may answer technical questions
that do not address the substance of the application. Grant management personnel working for
CPRI T 6 sparty granr administrator may attend the pe er review meetings to assist the panel
chairperson and reviewers with administrative issues and provide technical assistance before,
during, and after the meeting. Currently, General Dynamics Information Technology (GDIT)
serves as QRarEQrandalministrator. d

& TAC § 703.6(f)

3.4.4.2 Third Party Observer/Chief Compliance Officer

CPRIT implemented the use of an independent third-party observer at peer review meetings in

2012 to document that panel discussions are limited to the merits of the application and adhere

to established evaluation criteria. In addition, the third -partyobs er ver 6 s written repo
the completion of the review stage indicates whether any attendees other than the reviewers and

panel chair at the peer review meeting participated in the discussion, scoring, or vote on the

grant application. This report becomes part of the grant record and is publicly reported as part

the independent observer if necessary

& TAC §703.6(q)

3.5 Primary Review and Panel Discussion

Generally, CPRITO6s peer review process consists o
followed by a full panel discussion. Certain exceptions to the general process described in this

section are necessary for a particular program or grant mechanism. For more information, see

section, Special Peer Review Processes . Applicants should consult the RFA for

information about the particular review process applicable to the grant mechanism.
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3.5.1 Primar y Review

Applications that have not been withdrawn for administrative reasons are assigned to primary
reviewers based on the revieweroés area of experti
reviewers flag potential conflicts of interest prior to receiving full applications for review. For

more information, see section, Reviewer Conflicts of Interest

An application is evaluated by primary reviewers who individually provide criteria scores and an
initial overall score. For more information about scores and critiques , see section,Scores and
Written Critiques

Expert/scientist reviewers focus on the merit and the key strengths and weaknesses of the

proposal using the primary scored criteria. The secondary, unscored criteria contribute to their

overall impression and evaluation of the grant award. Therefore, while the primary scored

criteria will greatly influence the initial over a
the primary scored criteria. P rimary and secondary criteria are listed in the RFA.

Advocate reviewers focus on the impact criterion such as the potential relevance of the proposed
project to patients with cancer and survivors of cancer; the impact the proposed work may have
on public health, cancer prevention, or patient care; and the relative importance (significance)

of this work. Advocate reviewers are required to evaluate significance and impact. Comments
for other criteria are optional.

Each application is judged againstaniii deal ¢ application and

applications assigned to the reviewers.

The primary reviewerso individual initial overall
overall score for the application. These primaryr evi ewer s6 scores and critig
discussions will be the principal basis for the final summary statement documenting the

evaluation and the basis for the panel recommendation regarding the proposal.

& TAC §703.6(c)(1)i (3)

3.5.1.1 Panel Discussion

After the primary revie wers have completed initial scoring and critiques, the full peer review
panel (usually 127 15 reviewers) meets to discuss the applications assigned to the panel. If
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there is insufficient time to discuss all applications, the Review Panel chairperson determines
the applications to be discussed by the full panel based on the initial evaluation scores.

After discussing an application, each panel member provides an individual overall score that is
averaged with other panel meveralsoors forthe applicagiah. t o pr ov
Occasionally, points raised during the panel discussion will cause the primary reviewer to

change his or her initial score.

Primary reviewers may revise their initial score for the application after the panel discussion.

Based upon the discussion and the scores, the peer review panel develops a list of applications it
recommends for grant awards. The panel may recommend modifications to the budget, the
project goals/timeline or administrative issues. Any modifications recommended by the panel
are noted in writing and move forward with the application to the next stage of the review
process.

applicants that are not moving forward.

& TAC §703.6(c)(4)

3.6 Scores and Written Critiques

Applications are scored as part of the evaluation process. Primary reviewers assess and score
the criteria specified in the RFA as well as on overall evaluation of the application.
Primary reviewers choose a humeric score for each of the criteria he or she evaluated based oa

and is consistent with the balance of comments onthe strengths and weakness for that criterion.

Table 1: Criterion and Overall Ratings

Numeric Guidance on Criterion and Overall Ratings

Exceptionally strong with essentially no weaknesses
Extremely strong with at least one minor weakness

Very strong with only a few minor weaknesses
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Numeric Guidance on Criterion and Overall Ratings

Very good but with numerous minor weaknesses
Good but with at least one moderate weakness
Some strengths but also some moderate weaknesses
Some strengths but with at least onemajor weakness
A few strengths and a few major weaknesses

Very few strengths and numerous major weaknesses

For both the criteria and overall scores:

T AAmi nor we aikaweaksess that can easily be addressed and does not lessen
the impact of th e project;

Afimoder at e wesakveatness that lessens the impact of the project; and
Afimaj or we aikaweakress that severely limits the impact of the project.

scores I|listed in the RFA. The overall score refl
enthusiasm for funding. Although the overall score is not a mathematical average of the criteria

scores, the overall sore should make sense in comparison with the criteria scores. For example,

an application with criteria scores of 1 and 2 would not be expected to have an overall score of 8.

Primary reviewers also write a critique to explain their assessment of the application. Scores
and critiques should reflect one another. A critiqgue with a lengthy list of strengths and no
weaknesses should have an outstanding score. Conversely, a critique with a lengthy list of
weaknesses and no strengths should have a poor score.

3.7 Special Peer Review Processes

Occasionally it is necessary to modify the standard review process to accommodate special
circumstances. The RFA will describe the applicable special review processes, if any. Special
review processes may includethe use of preliminary review, in -person presentations, due
diligence review, and programmatic review.
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3.7.1 Preliminary Review

A preliminary evaluation process is used when the number of applications is expected to exceed
the capacity of the review panek to conduct a full peer review of all submitted applications. The
preliminary evaluation is conducted prior to the full review process. Use of a preliminary revie
process will be stated in the RFA, the process, criteria, and application components subject to
preliminary review will be specifically described. Generally, a preliminary review process has
been used to evaluate applications submitted for the Individual Investigator grant mechanism.

In the preliminary review, assigned Peer Review Panel membaes (usually three) conduct the
preliminary evaluation for a grant application based on a review of a subset of materials
presented in the application (usually the abstract, budget, and key personnel bio sketches). The
assigned reviewers provide a preliminary score based on the criteria stated in the RFA. The Peer
Review Panel chair determines grant applications that move forward to initial review based

upon preliminary evaluation scores. A grant application that does not move forward to initial
review is removed from further consideration and the applicant is notified after the preliminary
evaluation stage has concluded. Due to the volume of applications to be reviewed, detailed
comments are not made by reviewers at the preliminary evaluation stage.

& TAC §703.6(e) (1)

3.7.2 Recruitment Review (Academic Research)

Applications for recruitment awards are reviewed by members of the Scientific Review Council
(SRC). Following identification of conflicts of interest, the SRC chair assigns applications to
primary reviewers on the SRC (usually three). Primary reviewers evaluate and score
applications based on the criteria specified in the RFA. Following the primary review, the entire
SRC convenes to discuss the applications. After discussing an application, each SBRmember
provides an individual overall score that is averaged with the other individual overall scores to
provide a final overall score for the recruitme nt application.

Occasionally, points raised during the SRCb6s disc
change his or her initial score. Primary reviewers may revise their initial scores for the
recruitment application after the discussion.

Based upon the discussion and the scores, the SRC develops a list of recruitment applications it
recommends for grant awards. The SRC may recommend madifications to the budget, the
project goals/timeline, or administrative issues. Any modifications recom mended by the panel
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are noted in writing and move forward with the recruitment application to the next stage of the
review process.

& TAC §703.6(e)(2)

3.7.3 In Person Presentations (Product Development Research Company
Applications)

Product Development Research company applicants that have sufficiently positive scores afer
the panel discussions are invited to present their proposal in-person to the full review panel and
to answer reviewer questions. The presentation and questiorrand-answer session generally last
about 45 minutes. Following the in-person session, the appicant leaves the room so that the
reviewers may discuss the application. All reviewers individually submit an overall score for the
application after the discussion. The individual overall evaluation scores are then averaged to
provide a final overall evaluation score for the application.

The peer review panel submits a list of applications recommended for due diligence review to
the Product Development Review Council (PDRC). The PDRC decides which grant applications
submitted by the peer review panel will undergo business operations and management due
diligence and intellectual property review.

& TAC 8§ 703.6(e)(4)(A)-(B)

3.7.4 Due Diligence Review (Product Developme nt Research Company
Applications)

Product Development Research company applications that undergo due diligence review

conducted by outside contractors hired by CPRIT or the Product Development Review Council,

and overseen by the Chief Product DevelopmentOfficer. Due diligence involves an in-depth
evaluation of the proposal déds underlying intellect
affairs, manufacturability of product, marketing, etc. The Product Development Chair may

assign apeer review panelmember to participate in the interview phase of due diligence review.

For more information , seesection Exception to Restriction on Communication . The due

and the primary reviewers assigned to the application for their consideration.

Following a discussion of the due diligence information, the PDRC conducts a programmatic
review and decides the applications that should be recommended for CPRIT grant funding.
Criteria considered during the programmatic review are spelled out in the RFA. All product
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development research applications recommended for grant funding are numerically ranked by
the Review Council and simultaneously submitted to the presiding officers of the PIC and the
Oversight Committee.

& TAC §703.6(e)(4)(B)1 (C)

3.7.5 Prevention Programmatic Review (Prevention Applications)

The goals of the Prevention Programmatic Review are to meet budget guidelines and to balance
the CPRIT prevention portfolio by selecting the best projects based on the programmatic
priorities . Applications must be within the score range determined by the Prevention Review
Council (PRC) to be considered during programmatic review.

At this level of review, recommendations for funding are based on comparisons with
applications from the prevention review panels and programmatic priorities. The scores are
only one factor considered during programmatic review. Prevention Programmatic Priorities
include but may not be limited to:

9 Potential for Public Health Impact and Return on Investment (ROI)
o0 Projectdés potenti al i mpact on cancer prever
prevent cancer, detect cancer early, improve quality of life for survivors) and
demonstration of a strong evidence base
o Good investment given the cost of the program and potential reach and impact
1 Geographic Distribution

0 High incidence, mortality areas for Texas

0 Areas na well served in current CPRIT portfolio
1 Cancer Type

o CPRIT may support all cancers that have evidencebased prevention
interventions but may prioritize based on high incidence, mortality, prevalence of
risk factors. See individual RFAs for areas of emphasgs.

o0 Geographic distribution of cancer type in CPRIT portfolio

1 Type of Program in CPRIT Portfolio

o Primary, secondary, tertiary prevention

0 Public education and outreach, professional education and training, clinical
service delivery
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3.8 Oversight Committee Program Priorities

CPRI T6s Oversight CRyooyvami Rriorisee onean dnauhbl basis. Mtee priorities
provide transparency in how the Oversight Commit:Ht
funding portfolio between and within its three programs as well as guide CPRIT program staff

and Review Councils on the developnent and issuance ofprogram specific RFAs and the

evaluation of applications submitted in response to those RFAs.

CPRI TOs three programs are guided by established
purpose. The main principle underlying all t hree programs is that they will continue to ensure

that only applications with scientific merit wildl
The program priorities supplement these principles to direct the selection of meritorious

applications. It is important to note that these priorities do not exclude funding in areas outside

of the identified priorities.

The Oversight Committeeds program priorities are
circumstances change and new information is found concerning cancer-related advances in

prevention, academic research and product development research.

The Oversight Committeeds program prGPRPRIiTtdses f or
website.

& Tex. Health & Safety Code § 102.107(2)(3)

3.9 Review Council Recommendations

At the conclusion of peer review panel evaluation, each panel chair submits to the Review
Council the list of applications the panel recommends for grant awards. The Review Council
undertakes programmatic review to evaluate alignment with the program priorities and
determines which proposals will be recommended to the PIC and Oversight Committee for
funding.

3.9.1 Ranking Grant Awards

The Review Council considers and prioritizes the recommendations of each of the peer review

recommends for a grant award.
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The Review Councilds numeri cal ranking score take
well the grant application achieves program priorities set by the Oversight Committee, the

overall Program portfolio balance, and any other criteria described in the Request for

Applications.

3.9.2 Recommendation  Provided to PIC and Oversight Committee

The Review Councibs f i nal ranked | ist of grant recommendat
simultaneously to the Presiding Officers of the PIC and the Oversight Committee. If the Review

Council ranks an application with a less favorable score ahead of an application with a mae

favorable score, then the Review Council must provide a written explanation for doing so. Any

change to the grant applicationds goals, objectiyv
Review Council for a grant award is specified in writing. This inf ormation is made publicly

available in the CEO packet

3.9.3 Decision to Not Recommend an Application is Final

The Review Counci Iclade a gramt@pplcationron thedist of grant i n

recommendations submitted to the PIC and the Oversight Committee is final. Grant
applications not included on the Review Council 6s
the review cycle. Applicantsare notified at this stage that they are not moving forward in the

review process and can access their summary statements in CARS.

& TAC § 703.6(d), 703.6(h)

3.10 Program Integration Committee (PIC) Review

The Program Integration Committee (PIC)i s composed of CPRI TO6dheChi ef E

Chief Scientific Officer, the Chief Product Development Officer, the Chief Prevention Officer,
and the Commissioner of the Department of State Health Services

The PIC considers the prioritized list of applications submitted by the Review Council(s) and

approves, by a majority vote, a final list of applications for recommendation to the Oversight
Committee. The PI Cbs | ist of ienpopitsiecommendatioss, must p
particularly if the PIC decides not to recommend an application for a grant award.
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The PIC may recommend modifications to the budget, the project goals/timeline or
administrative issues. Any recommended modifications are noted in writing and move forward
with the application to the Oversight Committee .

The Chief Compliance Officer attends the PIC meetings to observe and document compliance
with CPRIT6s statute and administrative rul es.

The PIC may defer a grant application. For more information on the deferral process see
section, Deferring  a Grant Award Recommendation

3.10.1 Statutory Priorities

ThePl C6s fi nal list of grant recommendations i s s
submitted by the Review Council(s), and to the extent possible, gives priority to proposals that
fulfill the following statutory priorities:

1 Could lead to immediate or long-term medical and scientific breakthroughs in the area of
cancer prevention or cures for cancer;

Strengthen and enhance fundamental science in cancer research;
Ensure a comprehensive coordinated approach to cancer research;

Are interdisciplinary or inter -institutional;

= =4 =4 =4

Address federal or other major research sponsors' priorities in emerging scientific or
technology fields in the area of cancer prevention or cures for cancer;

1 Are matched with funds available by a private or nonprofit entity and institution or
institutions of higher education;

9 Are collaborative between any combination of private and nonprofit entities, public or
private agencies or institutions in this state, and public or private institutions outside
this state;

Have a demonstrable economicdevelopment benefit to this state;

Enhance research superiority at institutions of higher education in this state by creating
new research superiority, attracting existing research superiority from institutions not
located in this state and other researchentities, or enhancing existing research
superiority by attracting from outside this state additional researchers and resources;

1 Expedite innovation and product development, attract, create, or expand private sector
entities that will drive a substantial increase in high-quality jobs, and increase higher
education applied science or technology research capabilities; and

9 Address the goals of the Texas Cancer Plan.
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& Tex. Health & Safety Code 8§ 102.25%a)(2)

In additi on to the statutory considerations, the PIC considers whether a proposed

recommendation achieves one or more program priorities set annually by the Oversight

Committee. For more information on the Oversight
section, Oversight Committee Program Priorities

3.10.2 Minority Recommendation

I n t he eventvote dndhe final liseof geaht Gedosnmendations is not unanimous, a

PIC member or members not voting in the majority may submit a written explanation to the
Oversight Committee for his or her vote against t
includ e his or her own list of grant recommendations.

Restriction on  Communication with an Oversight Committee M ember
A PIC member may not communicate individually with one or more Oversight Committee

members about a pending grant recommendation until the Pl C has submitted its list of grant
award recommendations to the Oversight Committee and the CEO has submitted the written
affidavits.

& TAC §702.19(f), 703.7

3.11 Oversight Committee Review

The CEO, as presiding off i ceeammenflationstcethe®ieight pr ovi de
Committee for consideration. Oversight Committee members may access information

supporting the recommendations via a secure grant portal. The supporting information

available to the Oversight Committee members for each appication recommended by the PIC

includes:

1 The application;
T The applicationds scores and written critiques

1 Other materials relevant to the application (e.g. the due diligence assessmentfor a
company product development grant recommendation);
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1 The Compliance Officer Certification - see section Compliance Officer
Certification ; and

 The CEO Affidaviti see section CEO Affidavit
The Oversight Committeeds review i s not intended

By the time that the grant appl i cammemdatienshanec| uded
been submitted to the Oversight Committee, the merit of each application has undergone

between 2071 100 hours of individual review and discussion. Oversight Committee members

evaluate the applications and process documentation to ensure hat the review process fairly

and consistently foll owed CPRITb6s policies and pr
applications ful fild]l CPRI Tds program priorities.

The Oversight Committee may defer a grant application. For more information on the deferral
process, ®e section Deferring a Grant Award Recommendation

& TAC §703.8

3.12 Deferring a Grant Award Recommendation

The Program Integration Committee or the Oversight Committee may choose to defer making a
final decision on one or more applications recommended for grant awards. Generally, a decision
to defer an award recommendation until a future meeting is made because of budgetary

will be considered to be not recommended for an award.
3.12.1 Deferral by the Program Integration Committee

A majority of the Program Integration Committee may vote to defer a final decision on an

application that has been recommended by the Review Council. The Program Integration

Committee must notify the Oversight Committee in writing of the decision to defer action on the

application and provide a reason for doing so. No Oversight Committee action is necessary to

approve the Program Integration Commi tatomie 6s deci s
eligible for consideration and recommendation at a future Program Integration Committee

meeting held in the same fiscal year.
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3.12.2 Deferral by the Oversight Committee

The Oversight Committee may defer action on an application recommended by the Program

Integration Committee if at least two -thirds of the members present, and voting agree to do so.

The Oversight Committeeds reason fterecatdediretner i ng a
minutes of the meeting. The deferred application will be considered by the Program Integration

Committee at a future meeting held in the same fiscal year.

3.12.3 Action on Deferrals Must be taken by August 31 st

An application that is recommended for a grant award by the Review Council but deferred for
further consideration by the Program Integration Committee or the Oversight Committee must
be acted upon during the state fiscal year that the recommendation was made. Any deferred
applications that have not been approved by the Oversight Committee by August 31 will be
considered not recommended for a grant award.

3.12.4 Deferred Applications Pending on August 31 st

If the Program Integration Committee or the Oversig ht Committee defers action on an
application and the application is pending on August 31 (not recommended), the application
may be submitted in a subsequent review cycle without the submission counting against the
resubmission limit, if any, stated in the RFA.

& TAC 88§ 703.7(d), 703.8(7)

3.13 Confidentiality and Nondisclosure

Everyone involved in the review process or who has access to grandpplication information
(peer review panel members, Review Council members, PIC members, Oversight Committee
members, and CPRIT program staff) signs a nondisclosure agreement. This agreement details
confidentiality of the review process and review materials.

Key points include the following:

9 Individuals involved in the review process must not disclose, use, reproduce, or
communicate confidential or proprietary information for any purpose other than to
evaluate the application;

1 Individuals involved in the review process must not publicly disclose funding decisions
prior to the time that the CPRIT Oversight Committee has publicly announced the grant
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awards for applications in the same funding cycle. In certain, time -sensitive

circumstances (e.g. recruitment or relocation decisions), applicants may be notified of

t he Review Councilds decision prior to the pub
notification will be made by CPRIT program staff;

9 Individuals involved in the review process must treat all propo sal materials, committee
member sé6 comment s, commi ttee discussions, and
None of this information may be disclosed outside of the review process, even after
funding decisions are made;

9 Individuals involved in the review proce ss must not contact the applicant, a member of
the applicantds staff, professional friends, o
do so by the CPRIT CEO or Chief Program Officer; and

91 Individuals involved in the review process must return all originals and copies of
confidential or proprietary information; non -CPRIT staff are directed to permanently
delete all electronically stored confidential or proprietary information.

& TAC §701.29

3.14 Reviewer Conflict of Interest

Everyone involved in the review process (peer review panel members, Review Council members,
PI' C members, and Oversight Committee members) agr
beginning review activities and must promptly report any COI for individual appl ications.

A COl exists when a reviewer has a real or apparent interest in the outcome of an application
such that the member is in a position to gain financially, professionally, or personally from
either a positive or a negative evaluation of the grant proposal. Certain types of COls, noted
below, may require the reviewer to be recused from reviewing any application submitted under
the same grant mechanism.

Unless a COIl waiver has been approved by the Oversight Committee, a reviewer with a COI does
not participate in the discussion, presentation, or scoring of the application at any point in the
process.

3.14.1 Financial COI

A reviewer has a financial COI if the reviewer or a person related to the reviewer within the
second degree of consanguinity oraffinity or any other person with whom the reviewer has a
common financial interest either:
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1 Owns or controls, directly or indirectly, an ownership interest in an entity applying to
receive money from CPRIT or in a foundation or similar organization affil iated with the
applicant. Interests subject to this provision include sharing in profits, proceeds, or
capital gains. Examples of ownership or control include, but are not limited to, owning
shares, stock, or otherwise and are not dependent upon whethervoting rights are
included. A reviewer with this COl is recused from reviewing all
applications submitted for the same grant mechanism in the same review
cycle .

9 Stands to receive a financial benefit of any amount from an application under review
(excluding remuneration, if any, for services rendered in conducting the review).

1 Has received a financial benefit from the grant applicant unrelated to the grant
application of more than $5,000 within the past 12 months. This total includes fees,
stock, and other benefits. It also includes current stock holdings, equity interest, and
intellectual property or real property interest but does not include diversified mutual
funds.

& TAC 88 702.11(c), 702.13(c)

3.14.2 Professional COl

A reviewer has a professional COl if the reviewer or a person related to the reviewer within the
second degree of consanguinity or affinity is (or was, if applicable):

1 A member of the board of directors, other governing board, or any committee of the
grant applicant, or serves as an elected or appointed officer of the entity or holds such a
position at a foundation or similar organization affiliated with th e grant applicant. A
reviewer with this COI due to serving on the board of directors or as an
elected or appointed officer is recused from reviewing all applications
submitted for the same grant mechanism in the same review cycle.

1 An employee of either the grant applicant or the Principal Investigator on an application
or a foundation or similar organization affiliated with the grant applicant. A reviewer
with this COl is recused from reviewing all applications submitted for the
same grant mechanism in the same review cycle.

T Under active consideration for a position at t
organization, or company or at a foundation or similar organization affiliated with the
grant applicant. AdJmad eirn calcu d evse aootnisvi idteireas isuc
an employment application, resume, curriculum vitae , or similar document and/or
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interviewing with one or more representatives from the organization with no final action
taken by the organization regarding consideration of such employment. A reviewer
with this COl is recused from reviewing all applications submitted for the

same grant mechanism in the same review cycle.

Represents the grant applicant or is actively seeking to represent the grant applicant in
business or law, including serving as a consultant or a contractor to the applicant.
AfActively seeking to represento includes
proposals or qualifications issued by the entity applying to receive money from the
CPRIT, providing a solicited or unsolicited proposal for work to the entity applying to
receive money from the CPRIT, and negotiating terms of service for representation even
if a final agreement has not yet been executed.

A colleague, scientific mentor, or student of a senior member or key personnel of the
research or prevention program team listed on the grant application, or is conducting or
has conducted research or other significant professional activities with a senior member
or key personnel of the research or prevention program team listed on the grant
application within the past three years.

A student, postdoctoral associate, or part of the laboratory research group of a primary
member of the research or prevention program team listed on the grant application
within the past six years.

Engaged in, or are planning to be engaged in, collaboration with a primary member of
the research or prevention team listed on the grant application.

Known to have longstanding scientific differences or personal disagreements with a
primary member of the research or prevention program team listed on the application
t hat could be perceived as affecting the

& TAC 88 702.11(d), 702.13(c)

3.14.3 Personal COI

A reviewer has a personal COI if a close personal friend or a person who is related to the
reviewer within the second degree of consanguinity or affinity is a primary member of the
research or prevention program team listed on the grant application.

& TAC §702.11(e)
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3.15 Identifying COls

3.15.1 COils Identified by the Reviewer

To assist in identifying potential COls, reviewers are provided the names of the applicant
organization, key individuals working on the project, a non-confidential summary of the project,
and a list of collaborators or other individuals disclosed by the applicant that are related to the
project. Reviewers for Product Devel opment
capitalization table.

Generally, COls are apparent from the initial information, and the reviewer is not assigned to
the application. Occasionally, however, a reviewer does not immediately recognize a COIl and
may identify the COI during the review process. If this occurs, the assigned reviewer is recused
from further review of the application; the application is assigned to another primary reviewer if
there is adequate time to complete a written review.

3.15.2 COls ldentified by the Applicant

CPRIT relies primarily upon the reviewer to identify COIs. In addition, CPRIT posts the review
panel membership on its public website after the applications have been assigned to the review
panels. Applicants may review the panel members and notify CPRIT of any potential COls.

& TAC 88 701.27(8), 703.5(k)

The peer reviewer panel information is posted to assist in identifying potential COls; it is not

an opportunity for an applicant to request specific peer reviewers be assigned or not assigned
to review the application for any reason other than a potential COI.

3.16 Reporting Undisclosed Con flicts of Interest

Undisclosed conflicts of interest (COI are the only grounds for seeking reconsideration of an
application. For more information, s ee section Finality —of Grant Review Process
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3.16.1 Notifying CPRIT of Undisclosed COI

An applicant who believes a reviewer involved in the evaluation ofthegp pl i cant 6 s gr ant
application has a COI not disclosed by the reviewer should notify CPRIT in writing to request an
investigation of the alleged COI. The written request should be filed with the CEO no later than

30 days after the CEO presents the final furding recommendations for the applicable review

cycle to the Oversight Committee. The applicant is encouraged to file a request with the CEO as

soon as possible so that the application may be assigned to another reviewer or review panel

during the review process, if possible. If the request is filed more than 30 days after the final

funding recommendations are presented, the applicant must provide good cause for failing to

meet the deadline.

& TAC §702.15(b)

3.16.2 Investigation and Final Decision of Alleged COI

CPRI T6s Gener al Counsel i n v eredardingdht alegedaCOIlto teer ovi d e s
CEO and presiding officer of the Oversight Committee. The CEO decides whether an
undi sclosed COIl exists. The CEO6s decision is fi

members ask that the issue be added to an Owvesight Committee meeting agenda for discussion
and vote. The person requesting the investigation will be provided written notice of the final
decision.

& TAC § 702.15(c)(d)

3.16.3 Actions Taken if Undisclosed COl is Substantiated

The final decision finding that a reviewer has a COI not disclosed during the review process will
include actions, if any, to be taken. Actions may include reconsideration of the grant application
or referral of the application to a different peer review panel.

& TAC § 702.15(f)

3.16.4 Validity of Grant Decision Not Affec ted Unless Specifically Stated

Unless specifically stated in the final determination related to the undisclosed conflict of
interest, the validity of an action taken with regard to the grant application is not affected by the
fact that the reviewer who failed to report a COl participated in the review process.
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& TAC §702.15(q)

3.17 Conflict of Interest Waivers

In exceptional circumstances, the participation of an individual involved in the review process or

responsible for grant monitoring activities outweighs the potential bias posed by a conflict of

interest (COI) held by the individual. In those cases, the Oversight Committee may vote to

approve a COI waiver to allow the otherwise conflicted individual to participate in the review

process. CPRI'T6s Chief Executive Officer or an O
granting a waiver on behalf of a conflicted individual. The r equest must be in writing and

include information about the COI.

In order to approve a waiver, the Oversight Committee must publicly find in an open meeting

that there are exceptional <circumstances jhastifyi
review process. The Oversight Committee may adop
participation to mitigate any potential for bias.

The Oversight Committee may amend, revoke, or revise this waiver, including but not limited to
the list of approved activities and duties and the limitations on duties and activities. Approval
for any change to the waiver shall be by a vote of the Oversight Committee in an open meeting.
COl waivers approved by the oversight committee are available on CPRIT wekite.

The waiver is | imited to the conflict of interest
individual has a COI with an application that is not the conflict identified in the approved
waiver, then the conflicted individual will follow the required notification and recusal process.

& TAC §702.17

3.18 Prohibition on Providing Professional Services for
Compensation

A peer review panel member and a Review Council member may not provide professional

services for compensation exceeding $5,000 to any grant applicant whose application was

reviewed bythememb er 6 s review panel (or council). The te
from the due date of the grant application or the effective date of the grant award, whichever is

later, unless waived by a vote of the Oversight Committee. Professional sendges do not include

those services for which an honorarium is paid, but honoraria exceeding $5,000 should be
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reported to the Chief Executive Officer. Even if a payment is not otherwise prohibited, a grantee
shall not pay the reviewer with grant funds.

& TAC §703.5(q)
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4.1 Ove rview

An application recommended by the Review Council and PIC is considered by the Oversight

Committee for a CPRIT grant award. At least two-thirds of Oversight Committee members

present and able to vote must apprravapplidatiomto PI C6s r
be eligible to receive a grant award. Prior to voting on the award recommendations, the

Oversight Committee considers whether the review of the application has complied with all

administrative rule and statutory requirements.

Approval by the Oversight Committee does not entitle an applicant to a grant award; all grant
awards are made via contract.

4.2 Oversight Committee Approval

In order for an applicant to receive a grant award, Texas law requires approval by twethirds of
the Oversight Committee members present and able to vote. The votes are taken in a public
meeting during which the Oversight Committee members have an opportunity to ask the Chief
Program Officers and other CPRIT program staff questions about the recommendations, the
review process, and program priorities.

T Oversight Committee members are Fgomomer ned by CP
information, s ee section Reviewer Conflicts of Interest

91 Due to the volume of grant applications recommended by the PIC for awards and the
Oversight Committ ee6somnjgteemdydake up m@ettl@vane si ght C
grant award recommendation at a time for discussion and vote. This is generally done
unless an Oversight Committee member requests that voting on grant recommendations
be done individually or COls held by Oversight Committee members require separate
votes.

1 The total amount of money approved to fund a multiyear grant award is specified at the
time that the application is approved by the Oversight Committee.

1 Inthe event that a grant award recommendation submitted by th e PIC is not approved
by the Oversight Committee, the reason for not approving the award is recorded in the
minutes of the meeting.

1 The Oversight Committee may not award more than $300 million in grant awards in a
fiscal year.

& TAC §703.8(2)1 (5)
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4.3 Compliance Officer Certification

CPRI Tos Chi ef Co mepponsiblefor eepofifgftoi the ©versighs Committee
regarding the agencyds compliance with appl
requirements during the grant review process. The Chief Compliance Officer reviews the
compliance pedigrees for the grant applications, (see section, Compliance Pedigrees ), the
program staff and grant administrator personnel. Based upon satisfactory review, the Chief
Compliance Officercertif i es grant applications for the
prior to the vote by the Oversight Committee.

In the event that the Chief Compliance Officer identifies a compliance variance, the Chief
Executive Officer may recommend to the Oversight Committee an option to address the
compliance variance. The Oversight Committee must vote in order to approve the Chief
Executive Officerds recommendati on.

& TAC § 703.8(1).(2)

4.4 Compliance Pedigrees

Each grant application submitted to CPRIT has an individual compliance pedigree (also referred
to as fAgr ant eqompllancg pedigree tracks thd drant application as it moves
through each stage of the submission and review process to document compliance with
applicable laws and administrative rules.

The information related to the procedural steps listed on the pedigree is entered and attested to
by the third -party grant administrator or CPRIT employee, as appropriate.

Oversight Committee members are provided a compliance pedigree for each application
recommended for a grant award. The compliance pedigree is part d the CEO affidavit.

The grant pedigree is public record and i s
Committee meeting.

& TAC §703.8(1)

4.5 CEO Affidavit

The CEO submits a written affidavit for every application recommended for a grant award at the
same time the list of PIC recommendations is provided to the Oversight Committee. The
information contained in the CEOOG6s affidavi
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The applicable RFA;
The number of applications submitted in response to the RFA for review;
Whether a preliminary review process was used;

An overview of the COI process and COIl waivers granted;

=A =4 =4 4 =

A de-identified list of the final overall evaluation scores and numerical ranking score (if
applicable) assigned to all applications in the review cycle; and

1 A high-level summary of the business operations and management due diligence and IP
review, if applicable.

The CEO relies upon the information included in the compliance pedigree for each grant and the
peer review panel observer report. Both documents are attached to the affidavit. Following the
public announcement of the grant awards, the CEO affidavit for each award is publicly available.

& TAC 88§ 702.19(f), 703.7

4.6 Request to Disburse Grant Funds in Advance of Incurring
Expenses

CPRIT disburses grant funds on a reimbursement basis, except for grants that have been
specifically approved for disbursement of funds in advance of expending the funds. Generally,
fund advancement has been approved for grants awarded to companies, with advancement tied
to achieving a specific set of oljectives.

Disbursing grant funds for a particular project in advance of incurring expenses must be
requested by the CEO and approved by a majority vote of the Oversight Committee.
Such approval typically takes place at the time that the application is approved for a grant
award.

The approval for disbursing grant funds in advance applies to the duration of the project;
however, it is within CPRITO6s discretion to rever
10% of grant funds will be disbursed on a reimbursement basis.

In no event will grant funds be disbursed until a grant award contract has been executed

between CPRIT and the grantee.

& TAC 88 703.7(j), 703.8(2)(B)
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5.1 Overview

All CPRIT grants are awarded through a contract that specifies the responsibilities and
obligations of the grantee and reflects reporting and other legal requirements. Award contracts
include an intellectual property agreement and terms related to revenue sharing with the state.
Academic research and product development research grantees must certify that they have
funds dedicated to the project totaling at least half of the amount of CPRIT funds to be

The grantee indicates acceptance of the grant and the associated terms and conditions by
executing the gr anGrand/amgemencsystein({CGMSFORRS) énd

accepting funds from CPRIT. CPRIT uses CGMS/CARS to create, exchange, execute, submit,
and verify legally binding grant contract documents.

If the applicant is unable to agree to the grant contract terms or cannot perform in accordance
with the legal obligations and contract provisions, the applicant should notify the appropriate
CPRIT Chief Program Officer immediately. If resolution cannot be reached, the grant contract
will not be executed and the grant record will be updated accordingly.

The grant award contract is binding upon the grantee and CPRIT unless the contract is
terminated. However, certain contractual obligations continue after the contract termination
date, even if the contract is terminated unilaterally or prior to the expected termination date.

The Oversight Committeeds approval of t

considered final until a contract is executed by CPRIT and the grantee.

i+ . h CPRIT6s Grant Man@@sment System (

Once the Oversight Committee approves the grant award recommendation, the applicant
organization and CPRIT finalize the grant contract terms. CPRIT uses an electronic grant
management system, CGMS/CARS, to create, exchange, execute, submit, and verify ledly
binding grant contract documents. Unless directed otherwise by CPRIT program staff, all
documents, reports, supporting information, notices, correspondence etc. should be submitted
via CGMS/CARS.

& TAC § 703.4(1)(D)-(E)
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Figure 2: CPRIT Grant Management System (CGMS/CARS)

Home

Help Desk
CANCER PREVENTION & RESEARCH tAd
INSTITUTE OF TEXAS

Welcome to the Cancer F ion and Ri h i of Texas Application Receipt System

Sign In / Register Sign In

Importa ews and Dates

HANISMS ACCEPTING APPLICATIONS:.

Forgot your password

5.3 Grantee Actions Necessary to Initiate a Grant Contract in
CGMS/CARS

A new grantee must complete the following agreements and certifications before CGMS/CARS

will make the grant contract available in the system. These documents are available to complete
in CGMS/CARS and are submitted for CPRIT6 s r evi ew via CGMS/ CARS
received the granteeds required agreement a
for review. The agreement and certificatio

5.3.1 Electronic Signat  ure Agreement

The grant e e 0/€ARSssgovarrfed b§ &M@ eement regarding the use of binding
electronic signatures. The agreement requires the grantee to acknowledge that entering the
ASO6s password at certain specified points
signature. CPRIT will rely upon the fact that the ASO has entered his or her password as
evidence that the grantee consents to be legally bound by the terms and conditions of the
contract or related document. A grantee must have an executed electronic user ageement on
file prior to executing a grant contract. The electronic user agreement form is available on the
CGMS/CARS homepage.

& TAC §701.25
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5.3.2 Tobacco -Free Workplace Policy Certification or Waiver

The grantee must certify that the entityds board
atobacco-free workplace policy meeting the following minimum standards:

operated, leased, occupied, or controlled by the grantee;

91 Applies to at least the buildings and structures where the grant award is taking place,
including the sidewalks, parking lots, walkways, and attached parking structures
controlled by the grantee;

1 Designates additional property, if any, to which the policy applies; and

91 Provides or refers employees to tobacco use cessation services.

If the grantee cannot meet the minimum standards required by CPRIT, a request to waive
compliance must be submitted via CGMS/CARS and approved by the CEO before the grant

which it is granted. The certification and waiver forms are available in CGMS/CARS.

& TAC § 703.20

5.4 Grant Contract Components

CPRIT uses a standard contract form that is modified for format and requirements based upon

Table 2: Grant Contract Components

Grant Contract Components

Component Description

The base contract contains the general terms of the contract, including
Base Contract the effective date andtermination date, and the total amount of
approved funding.

The scope of work for the grant award, including the project description,
goalsand associated timeline. The information is pulled from the
application and reflects changes, if any, approved during the review
process.

Attachment A
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Grant Contract Components

Component Description

Attachment B from the application and reflects changes, if any, approved during the
review process.

Required assurances and certifications the grantee agrees to in order to

accept the grant award. For academic research and product
Attachment C

included in the contract as part of Attachment C.

The intellectual property provisions and required revenue sharing
Attachment D agreement that allow the state to benefit from proceeds generated by he
sale of products developed pursuant to the grant award.

Required reports the grantee agrees to submit as a condition of receiving

Attachment E
the grant award.

Any agreed change to one or more contract terms is reflected as a
contract amendment in Attachment F, excluding budget amendments
reflected in Attachment B.

Attachment F
(if applicable)

An example of a standard grant contract for each program is included in the Appendix to the
Policies and Procedures Guide The contract example is provided for illustrative purposes only;
the actual grant contract may differ from the format provided.

5.5 Grantee Actions Necessary to Complete and Execute a Grant
Contract

Certain components of the grant contract are unique to the grantee. The grantee should review
and approve these documents via CGMS/CARS before the contract can be executed. In addition
to completing the grant contract components, the following forms must be submitted to CPRIT
via CGMS/CARS prior to contract execution.

5.5.1 Scope of Work (Attachment A)
The scope of work includes the project description, deliverables, goals and objectiwes, and

associated timeline. The information is pulled from the application and reflects changes, if any,
approved during the review process. The grantee

April 2023 Page63



CPRIT Grant Policies & Procedures Guide
Chapter 5: Grant Contracts

progress against the goals and objectives included in theScope of Work. The grantee reviews
and approves Attachment A before the contract is executed.

Note: Any changes to the scope of work or budget should be consistent with the guidance

provided by reviewers and must be approved by CPRIT.

& TAC § 703.10(c)(21)

5.5.2 Project Budget (Attachment B)

the application and reflects changes, if any, approved during the review process. The grantee
may need to revise the project budget bagd upon feedback during the review process or
subsequent discussions with the contract negotiation team. The grantee should include these

changes in the fANegotiated Budget Form. 0 Once
will generate AttachmentBfor t he granteeb6s approval before

Any changes to the budget should be consistent with the guidance provided by reviewers and
must be approved by CPRIT. For more information, see the chapter discussing Grantee
Budget/Expense Categories

5.5.3 Assurances and Certifications (Attachment C)

The grantee indicates its acceptance of certain assurances and certifications by apmving
Attachment C before the contract is executed. For more information on required assurances
and certifications, see section, Organizational Assurances

5.5.4 Matching Funds Certification (Attachment C2)

An Academic Research or Product Development Research grantee muscertify that the grantee
CPRIT may disburse any gant funds. Special provisions related to fulfilling the matching funds
requirement apply to grantees that are public or private institutions of higher education, as
defined by Texas Education Code 8§ 61.003 For more information, see section, Matching
Funds Certificat ion and Verification . The grantee must complete Attachment C2 before
the contract is executed.

& TAC §703.11(a)
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5.5.5 Intellectual Property and Revenue Sharing ( Attachment D)

The grantee indicates its acceptance of CPRI TG6s i
revenue sharing terms by gpproving Attachment D before the contract is executed. For more

information, see section, Intellectual Property and Revenue Sharing Terms .

5.5.6 Reporting Requirements (Attachment E)

The grantee indicates acceptance of the required reports to be submitted for the grant by
approving Attachment E before the contract is executed. For more information on reports
required over the course of the grant, seechapter, Required Grant Reports

5.5.7 Duplication of Effort and Project Overlap Form

CPRIT will not duplicate payments made by others for the same work. The grantee must
indicate whether PI/ CR/PD has received other grant funding for some or all of the cancer
research or prevention services that are the subject of the grant award. Occasionally, a grantee
will receive a grant award from another entity before a final decision approving the CPRIT
award is made. If other grant funds support some of the work to be funded by CPRIT, the
grantee must revise the CPRIT budget request accordingly.

5.5.8 Personnel Level of Effort Form

The negotiated Personnel Level of Effort (PLOE) includes information for the key personnel
working on the grant, such as the Program Investigator/Company Representative/Project
Director. The grantee must indicate on the PLOE form the equivalent number of months each
months the person is expected to work in an individual grant year multiplied by the percent of
time he/she will be working during that grant year. Level of effort for eachkey personnel may
not exceed 100% or 1.0 FTE.The PLOE form should reflect the information on key personnel
included in the grant application but may be updated if necessary.

During an approved no cost extension project period, the Pl is required to maintain a
measurable level of effort. For a grant authorized to continue through a no cost extension, the
grantee must enter all key personnel and level of effort in the PLOE because the PLOE does not
automatically populate for the time period covered by a no cost extension. For more

information, see section, Personnel Level of Effort
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5.6 General Terms Applicable to Grant Award Contracts

Texas law and/or CPRIT administrative rules specify certain terms and conditions that must be
included in the grant contract. Grant awards may be subject to additional requirements and
conditions, which may be set forth in the specific RFA and will be reflected in the grant contract.
Grantees should familiarize themselves with
administrative rules (particularly TAC 8§ 703.10) for the required terms.

Certain required contractual terms and conditions are described more fully throughout this
section for additional guidance.

5.7 Effective Date vs. Execution Date

Generally, the effective date will be the first day of the fiscal quarter following the grant award
announcement. The effective date of the grantcontract is set by the contract terms, not the date
the grantee executes the contract.

The effective date is used to set deadlines for required grantee reports. The effective
date stated in the grant contract is the first day of the grant year and is used by CPRIT to
calculate the due date for required reports.

Project expenses will not be reimbursed until the contract is executed. Grantees
may be reimbursed for allowable project expenses incurred on or after the contract effective
date, even if the cortract is executed after the effective date. However, the contract must be
executed before any grant expenses will be reimbursed. Until the contract is executed, the
grantee is assuming the risk for expenses incurred related to the project.

& TAC § 703.10(c)(17)

5.8 Organizational Assurances

CPRIT does not assune responsibility for the conduct of a cancer research or prevention
program project or for the activities of a grantee; the conduct and activities are under the scope
and direction of the grantee organization and subject to its policies.

By signing the grant contract, the ASO certifies that the grantee organization will comply with all
applicable state and federal requirements. For example, the grantee must provide assurances
that all personnel and equipment are certified, licensed, or permitted by the appropriate
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regulating agency, where applicable. Generally, the organizational assurances are found in
Attachment C of the grant contract. Significant requirements are listed below .

& TAC 88 701.25(2), 703.10(c)(5) , 703.10(c)(6)

5.8.1 Grantee Responsibility for Fiscal and Programmatic Integrity

All grantees are legally responsible for the integrity of the fiscal and programmatic management
of the organization. This obligation rests withthe gr ant eeés governing body.
of the granteebs governing body includes:

Accountability for all funds, property and materials received from CPRIT;

Compliance with CPRIT grant contractual requirements, applicable Federal and state
laws, administrative rules, procedures, and regulations;

1 Adherence to conflict of interest disclosure requirements and contract terms; and

9 Correction of contract deficiencies identified through self -evaluation and CPRIT
oversight processes.

Gr ant e e 0 shoasdtmerhbers mustde familiar with and understand the contract

provisions and other requirements contained or referenced in the contract. For more

information regarding the governing bodyBos respon
more informat ion, see section Standards of Conduct for Grantee Employees

The grantee is responsible for the actions of its employees and other reearch collaborators,
including third parties, involved in the project. The grantee is responsible for enforcing its
standards of conduct, taking appropriate action on individual infractions, and, in the case of
financial conflict of interest, informing C PRIT if the infraction is related to a grant award.

& TAC 88 703.10(c)(5), 703.10(c)(13)

5.8.2 Standards of Conduct for Grantee Employees

The grantee is responsible for the actions of its employees and other research collaborators,
including third parties, involved in the project. The grantee is responsible for enforcing its
standards of conduct, taking appropriate action on individual infr actions, and, in the case of
financial conflict of interest, informing CPRIT if the infraction is related to a grant award.

& TAC 8§ 703.10(c)(5), 703.10(c)(13)
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5.8.2.1 Objectivity in Research/COl

At all times, grantees and investigators must promote objectivity in research and ensure that the
design, conduct, and reporting of research funded by CPRIT awards will not be biased by any
conflicting financial interests. By signing the contract, the grantee certifies that written
safeguards are in place to prevent employees, consultants, members of governing bodies, and
others who may be involved in CPRIT-supported activities from using their po sitions for
purposes that are, or give the appearance of being, motivated by seldealing. The grantee must
notify CPRIT of any conflicting financial interests and assure that the interest has been
managed, reduced, or eliminated.

& TAC § 703.10(c)(13)

5.8.2.2 Research or Program Misconduct

By signing the contract, the grantee certifies that persons working on a grant award are not
debarred, suspended, proposed for debarment, declared ineligible or voluntarily excluded from
participation in research or prevention projects by any federal or st ate department or agency.

The grantee will inquire into and, if necessary, investigate and resolve promptly and fairly all
instances of alleged or apparent misconduct related to the grant award consistent with the
requirements adopted by 42 CFR Part 93,if appropriate. The grantee must promptly report to
the Chief Compliance Officer issues involving potential civil or criminal fraud, such as claims or
misappropriation of federal funds.

If a misconduct investigation has been initiated, the grantee must take any necessary steps, in
addition to its normal and ongoing responsibilities under the award, to protect the scientific
integrity of the project, protect human subjects and animals, provide reports to CPRIT, and
ensure the proper expenditure of funds and continuation of the project during the investigation .

If the grantee finds misconduct by anyone working on a CPRIT grant award, the grantee must
assess the effect of that finding on the ability to continue the project, as originally approved.
This may include promptly notifying the Chief Compliance Officer in writing and requesting
approval of any intended change of PI/PD/CR or other key personnel. If misconduct has
affected the data validity or reliability, CPRIT may require the grantee and its empl oyee and/or
collaborator authors to submit a correction or retraction of the data to a journal, publish the
corrected data, or both. CPRIT may also require the grantee to repay grant funds spent to
support work by the person(s) responsible for the research or program misconduct.
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CPRIT has a hotline for anonymously reporting allegation or Research or Program Misconduct.

The hotline should not be used for active investigations and reporting to CPRIT is not intended

to supplant internal reporting requireme nt s est abl i shed at the grant ap
organization.

5.8.3 Human Subjects/Animal Use

Whenever human or animal subjects are part of a CPRIT-funded project, the grantee certifies by
signing the grant contract that the grantee organization has received Institutional Review Board
(IRB) and/or Institutional Animal Care and Use Committee (IACUC) approval before funding
can be released. This information is not required at the time of application submission.
Grantees must notify CPRIT if IRB or IACUC approval is reversed during the grant award.
Research involving human subjects will be guided by one of the following statements of ethical
principles:

T The Worl d Medical Associationbdés Decl aration of

1 The Belmont Report: Ethical Principles and Guidelines for the Protection of Human
Subjects of Research of the U.S. Commission for the Protection of Human Subjects of
Biomedical and Behavioral Research; or

9 Other appropriate international ethical standards reco gnized by U.S. federal
departments and agencies that have adopted the U.S. Federal Policy for the Protection of
Human Subjects, known as the Common Rule.

Research involving animals must comply with the U.S. Public Health Service Policy on Humane
Care andUse of Laboratory Animals or the International Guiding Principles for Biomedical
Research Involving Animals.

5.8.4 Research Involving Human Biological/Anatomical Material

Research involving the use of human biological and/or anatomical materials should comply with

the recommendations of the National Institutes of Health, Office of Human Subject Research

Medical Administrative Series (MAS) #MO1-h  ent i t 1l ed AProcur ement and U.:
Bi ol ogi cal Mat erials for Reseagulatbns.0 and any other
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5.8.5 Biosafety

For research involving the use of bioharzardous materials, radioisotopes, and or controlled
substances, the grantee certifies by signing the grant contract compliance with all relevant state
and federal regulations.

5.8.6 Confidentiality of Patient Records

Grantees must have a system in place to preect against inappropriate disclosure of patient

records and all other documents deemed confidential by law that are maintained in connection
with the activities funded by the CPRIT grant.
must be provided to CPRIT upon request.

Programs working directly with patients are required to specifically address Health Insurance
Portability and Accountability Act of 1996 regulations concerning confidentiality of personal
and medical information. Any disclosure o f confidential information (including information
that may be required by reports and inspections) must be in accordance with applicable law.

5.8.7 Certification of Tobacco -Free Policy

By signing the contract, the grantee must certify that it has adopted and enforces a tobaccefree
workplace in order to be eligible to receive a grant award.

The grantee may seek a waiver if it can show good cause for not implementing a tobaccdree
policy. The approved waiver is effective only for the state fiscal year in which it is granted. For
more information about the required tobacco -free policy certification and waiver, seesection,
Grantee Actions Necessary to Initiate a Grant Contract in CGMS

& TAC § 703.20

5.8.8 Certification of No Donation to CPRIT or a CPRIT -Supporting
Foundation

By signing the contract, the grantee must certify that it has not donated money to CPRIT or to a
foundation established to benefit CPRIT and that the grantee will not do so during the term of
the grant contract. For purposes of the certification, the applicable time period prohibiting
donations is on or after June 14, 2013. At this time, CPRIT is not aware of any foundation
established to benefit CPRIT. The agency maintains dist of donations made directly to the
agency on CPRITO6s website.
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& TAC §703.3(h)(1); Tex. Health & Safety Code § 102.251(¢)

5.9 Indemnification of CPRIT

Unless prohibited by law, grantees must hold CPRIT harmless and indemnify CPRIT from and
against all claims, demands, and causes of actions that may be asserted by any third party in
connection with the performance of contracted services.

5.10 Acknowledgement of CPRIT Funding

Except as noted below, grantees must notify the CPRIT Communications Specialist prior to any
press releases, advertising, publicity, or other promotional activities that arise during the course
of or as a consequence of ERIT funding. In the event that CPRIT wishes to participate in a
joint press release, the grantee will coordinate with the CPRIT Communications Specialist.

Prior notification not required for academic or peer -reviewed journals - Grantees
may publish research results in academic or other peer-reviewed journals without approval from
CPRIT but are required to submit an electronic version of their manuscript to PubMe d. For
more information, see section Public Access to CPRIT  -Funded Research

CPRIT acknowledgement and right of review - With the exception of research results to
be published in academic or other peerreviewed journals, CPRIT reseves the right to review
the material prior to printing. CPRIT must be acknowledged on all print and visual materials
that are funded in whole or in part by CPRIT grants. Beginning September 1, 2021, CPRIT
funding acknowledgments must include the grant | D number of the project(s) that contributed
to the publication. Examples of print and visual materials include, but are not limited to,
publications, brochures, pamphlets, booklets, training fliers, project websites, videos and DVDs,
manuals and reports, as well as on the labels and cases for audiovisual or videotape/DVD
presentations. Funding acknowledgment must also appear within all project -related video or
slide presentations.

Using CPRIT funds to disseminate work of others - When grant funds are used to

di sseminate works done by another entity, a
in the activity. Written permission must be obtained from the copyright owner prior to printing
works by others.

& TAC § 703.10(c)(3)

April 2023 Page71

abel


http://texreg.sos.state.tx.us/public/readtac$ext.TacPage?sl=R&app=9&p_dir=&p_rloc=&p_tloc=&p_ploc=&pg=1&p_tac=&ti=25&pt=11&ch=703&rl=3
http://www.statutes.legis.state.tx.us/Docs/HS/htm/HS.102.htm#102.251
http://texreg.sos.state.tx.us/public/readtac$ext.TacPage?sl=R&app=9&p_dir=&p_rloc=&p_tloc=&p_ploc=&pg=1&p_tac=&ti=25&pt=11&ch=703&rl=10

CPRIT Grant Policies & Procedures Guide
Chapter 5: Grant Contracts

5.11 Public Access to CPRIT -Funded Research

To help advance science and improvep u bl i ¢ heal th, it is CPRITb6s poli
access to CPRITfunded research, as well as needs assessment information and cancer control

data collected pursuant to prevention program awards. Grantees must report all publications in

annual progress reports.

Use of PubMed required - Grantees are required to submit an electronic version of their
final peer-reviewed journal manuscripts that arise from CPRIT funds to the digital archive
Nati onal Li br aRugMeaupon Boeabtanced for publisation. These papers must be
accessible to the public onPubMed no later than 12 months after publication. In addition,
grantees are required to input the PubMed ID number into Progress Reports that aligns with the
date of publication. This policy is not intended to supplant applicable copyright law.

5.12 Intellectual Property and Revenue Sharing Terms
State law requires that all CPRIT funded awards be subject to an intellectual property agreement

that allows the state to collect royalties, income, and other benefits realized as a result of the
grant award.

& Tex. Health & Safety Code§ 102.256(a)

The det er mi nat ilnteiectiafProperyeRigistd vaillttadkedirdo account the
opportunity of the state to benefit from the patents, royalties, licenses, and other benefits that
result from basic research, therapy developments, and clinical trials, or other programs or
products resulting from the grant that may generate revenue. The agreement balances the need
to ensure that essential medical research or other product development is not unreasonably

hindered by the intellectual p roperty agreement or unnecessarily dis-incentivized.

& Tex. Health & Safety Code § 102.256(b)

Grantee bears costs for patents - The grantee bears responsibility for costs associated with
patents and patent applications claiming their CPRIT -funded inventions, unless the award
contract specifically states otherwise.

The intellectual property agreement may include the following terms and conditions (sections
5.12.1-5.12.5).
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5.12.1 Invention Reporting Requirements

To the extent applicable, grantee organizations are required to have written agreements with

performance of CPRIT-funded research.
5.12.2 Notification  Regarding Invention Discovery
The grantee organization must notify CPRIT of the invention within the period of time described

in the contract. Grantees may submit notifications to CPRIT via email using
ipreporting@cprit.texas.gov .

The notification should identify the CPRIT award under which the invention was made and the
inventor(s) and be sufficiently complete in technical detail to convey a clear understanding of
the nature, purpose, operation, and physical, chemical, biological or electrical characteristics of
the invention. The notification will be considered confidential, trade secret information that will
be protected from disclosure. The notification must also identify whether a manuscript
describing the invention has been submitted for publication, and, if so, the publication and
submission date.

5.12.3 Commercialization Strategy

A CPRIT grantee that develops plans to commercialize or bring new intellectual property made
in performance of CPRIT-funded project to practical application should provide the plans to
CPRIT. If a commercialization plan has not been previously provided to CPRIT, then the
grantee should provide it within 60 days of filing a patent application or entering negotiations to
update, enhance, and improve the commercial development plan. CPRIT may provide
comments regarding the commercial development plan, which the grantee should consider in
good faith.

& TAC § 703.16(d)(6)

5.12.4 CPRIT -Funded Inventions Readily Accessible on Re asonable Terms

Unless the grant award contract provides differently, the grantee must agree to make its CPRIT-
funded patented inventions readily accessible on reasonable terms, directly or through a
licensee or licensees, to other CPRIT grantees for nonrcommercial purposes, upon request from
a grantee organization.
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In addition, other terms and conditions regarding exclusive and non -exclusive licenses,
commercial development milestones and benchmarks, remedies for failure to develop
technology, march-in ri ghts, and revenue sharing will be specifically included in the award
contract.

CPRIT reserves the right to negotiate separate intellectual property agreements applicable to
for-profit and non -profit entities.

5.12.5 Standard Revenue Sharing Terms

Unlesst he grant award contr act stgndaodvevethe sharthg terinseer ent |y,
will be used for product development research grant awards. These terms provide a fair and

reasonable yield on the state's investment by taking into account its statutory public mission to

accelerate development of caner treatments and cures and stimulate company formation and

job growth in Texas.

For academic research and prevention program gran
generally equals 10% of the total revenue received by the grantee, but may be reduceby other
revenue sharing obligations owed by the grantee.

Nothing prevents CPRIT from negotiating and the Oversight Committee approving a different
revenue sharing agreement, such as equity ownersh
circumstances.

When CPRIT takes equity in a grantee, issues related to equity ownership may affect certain
standard grantee reporting requirements, such as the schedule for the grantee to certify and
verify its matching funds obligation. If CPRIT takes equity in a grantee, the agencymust specify
in the grant contract any changes from standard grantee reporting requirements and associated
consequences for a grantee failing to timely report.

For more information on reporting revenues received from intellectual property seesection,
Other Financial Reports

& TAC 88 703.16 703.17; Tex. Health & Safety Code 8§ 102.256
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5.13 Requirements Applicable to Subcontractors

Grantees may use subcontracts or other relationships with one or more sub-contractors

section, Contractual Expense Category

The grantee must have written agreement with the sub-contractor with terms sufficient to
ensure that the grantee and sub-contractor fully comply with the CPRIT grant contract terms,
applicable statutory provisions, and administrative rules. In general, the fiscal requirements
that apply to the grantee also apply to the sub-contractor that is paid with CPRIT funds, unless
an exception is specified and expressly authorized by CPRIT.

CPRIT will look to the grantee for performance of the grant award and compliance with all
requirements. Whether or not subcontractors are used on a project, the grantee is always
accountable to CPRIT for:

The performance of the project, program, or activity;
The appropriate expenditure of funds under the award by all parties;

Compliance with statutory and administrative rules; and

= =4 =4 =4

All other obligations as specified in the grant contract between CPRIT and the grantee.

CPRIT is not in the position to resolve disputes between the grantee and thesub-contractor.
Exceptions to this policy include allegations by the sub-contractor that the grantee failed to
promptly pay any CPRIT grant funds to the sub-contractor; and any allegation of fraud, waste,
or abuse in the use of grant funds.

5.14 Contract Amendments

CPRIT does not generally negotiate individual contract provisions with grantees. However,
there may be exceptional reasons that justify revising one or more contract terms at the time of
contract execution or during the course of the grant award.

For most contract change requests initiated by the grantee, the contract amendment is
requested viathefi Ch an ge R etapuApproval of the contract amendment request is at
the discretion of CPRIT, and if approved, will be executed by the Chief Executive Offcer.
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Figure3:CPRI T Gr ant Management System (CGMS)
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CPRIT may also initiate a contract amendment. A change to one or more contract provisions is
not final until executed by CPRIT and the grantee. All final contract amendme nts are reflected
in Attachment F (Contract Amendment), unless the change is made to Attachment B (Project
Budget).

5.15 Actions Requiring Specific Approval from CPRIT

Certain actions or events occurring during the grant award require the grantee to seek written
approval from CPRIT for the change. Unless specified below, the approval process is initiated
by the grantee submitting the request via t
approves the requested change, the change is reflected as ammendment to the contract.

CPRIT Approval Required: CPRIT Approval May be Required:

1 Change in research/program plan 1 Budget change
1 Change in grantee organization i Change of personnel

i Gift card certification I Out of state purchase or expenditure
1

Change in contract termination date

Change in Research/Program Plan T Approval Required
Material changes in the design and/or specific aims described in the Scope of Work require prior
written approval and are likely to result in an amended scope of work. Minor adjustments in
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approach do not require written approval, but should be communicat ed to the CPRIT grant
manager assigned to the project/program.

Change in Grantee Organization T Approval Required

Prior written approval must be given by CPRIT for either the transfer of the award to another
organization in Texas. CPRIT awards may not ke transferred to organizations outside the State
of Texas.

Gift Card Certification T Approval Required

Some grantees may provide gift cards to facilitate participation in a program supported with

CPRIT funds. In order for a grantee to be reimbursed for these expenses, a complete@ift Card

Certification Form must be approved by CPRIT. The formislocatedonCPRI Té6s website un
grantee resources

Change in Contract Termination Date I Approval Required

The contract end date may be changed to allow the grantee more time tacomplete work on the
grant project. For more information on submitting a request to extend the contract termination
date, see section No Cost Extension of Grant Contr act Termination Date

Budget Change i Approval May Be Required
The total approved budget and assignment of costs may be adjusted by submitting a
fiRebudgeting Change Requesto.

A grantee may make transfers between or amamg lines within budget categories without prior
approval as long as:

1 The total dollar amount of all changes of any single line item within budget categories is
not more than 10% in that line item;

The transfer will not increase or decrease the total approved budget;
The transfer wildl not materially change the pr
of work; and

1 The grantee submits a revised copy of the approved budget with a narrative justification
of the changes prior to incurring costs in the new category.

All other budget changes or transfers require prior written approval from CPRIT. Transfer of
funds between budget categories may be allowed if the request fits within the scope of work, is
beneficial to the achievement of the project objectives,and is an efficient, effective use of grant
funds.
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& TAC §703.25

Change of Personnel i Approval May Be Required

A grantee must request changes for all personnel or their level of effort on a CPRIT grant
through a Change in Personnel Level of Effort form in CGMS/CARS, including any proposed
temporary leave of absence of &Principal Investigator, Program Director, or Company
Representative. Any change of personnel or level of effort must be approved by CPRIT for it to
be effective.

A change of personnel includes an extended leave of absence. If Brincipal Investigator,
Program Dir ector, or Company Representativeintends to take a leave of absence from a grant
project for a duration of three months or more, the grantee must notify CPRIT and CPRIT must
approve of the leave of absence. The notification should include the time period the Principal
Investigator, Program Director, or Company Representative expects to be away from the grant
project and the anticipated date of return. A grantee should notify CPRIT at least 30 days before
the leave of absence begins, or as soon as reasonabppssible.

& TAC § 703.10(c)(22)

Out of State Purchases or Expenditu re i Approval May be Required

A Grant Recipient that expends more than 40% of Grant Award funds budgeted for a Project
Year on goods and services outside of the State must notify CPRIT in writing and provide an
explanation of the good faith efforts underta ken to purchase from suppliers in the State. For
more information, see section, Historically Underutilized Business (HUB) and Texas

Supplie r.

& TAC §701.21(2)
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6.1 Overview

CPRIT monitors grant awards to ensure that the grantees comply with applicable financial,
administrative, and programmatic terms and conditions. The grantee should have the flexibility
necessary to effectively manage the grant award while maintaining the highest standard of
accountability and preserving the integrity of the peer review and funding process.

A primary tool for monitoring project progress and compliance is the evaluation of required
reports.

C P R | ddmisistrative rules specify consequences for failing to file certain required reports by
the stated due dates. The repeated and/or uncorrected failure to file required reports by the due
date may result in the early termination of the grant contract and impact eligibility for future
awar ds. CPRI TOs compliance m@raniedMon iitorigg pl an
chapter.

The table below lists the reports that must be submitted to CPRIT. More information regarding
the reports including the consequences for failing to file one or more reports is provided in this

secton.lt is within CPRITbés discretion to require

additional reports based upon circumstances related to a specific grant award. For example, a

t

grantee may be required to submit amualiprogress i m prog

report rose issues necessitating follow up.

Table 3: Required Reports
Report Filer Due Date* CGMS Tab

AFi nanci a
90 days after the end of the

Financial Status All Grantees tate fiscal t Reportso
state fiscal quarter . .
Report q Budget & Financial

TAC § 703.24(d)(1
8 (@) Status Reports Tab

90 days after the end of

state fiscal quarter that
All Grantees includes the grant

termination date

TAC § 703.14(d)(2)

Quatrterly Prevention 15 days after the end of the
: Progress Reports
Progress Reports Grantees state fiscal quarter

AFi nanci a
Reportso

Budget & Financial
Status Reports Tab

Final Financial
Status Report
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Filer Due Date* CGMS Tab
60 days after the
Annual Progress anniversary of the grant
All Grantees . Progress Reports
Reports contract effective date

TAC 8§ 703.21(b)(3)(B)

Commercialization/ Upon completion of

Product milestones for specific
Tranche Reports Progress Reports
Development tranche
grantees TAC § 703.21(b)(3)(J)(ii)
_ Within 90 days of grant
Final Progress .
All Grantees contract termination date Progress Reports

Reports

TAC § 703.14(d)

Initial certification upon
contract execution;

Annual certification and
verification: 30 days
following the due date of the
last quarterly FSR of the

Matching : Documents and
P Research Grantees grant year following

Certification , . . Forms
completion (including
approval) of the FSR, carry
forward, Attachme nt B and
budget verification forms
TAC 88 703.11(a
703.21(b)(2)(B)(x)
60 days after the
anniversary of the grant Ot her Fin
contract effective date or Reportso wu

Inventory oy

Reports All Grantees within 90 days of grant Budget and

P contract termination date Financial Reports

for final report Tab

TAC § 703.21(b)(3)(B)(iv)

Ot her Fin
Revenue 60 days after the .
Sharing/Program anniversary of the grant Reportso u
g g All Grantees i : d Budget and
Income Report contract effective date or . :
. Financial Reports
Form within 90 days of grant Tab
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